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Date: April 11, 2005.

Dr. Robert Moore, Branch Chief, L ,
Compliance and Enforcement Branch 4 e KMAY - 3 éOOS
. Division of Dietary Supplement Program/ONPLDS ' o ’

t  Center for Food Safety and Applied Nutrition o ;.
Food and Drug Administration | ! T T
HFS-810 ‘ b
200 C Street, SW
Washington, DC 20204

Subject: 30-Days Notification Letter of Dietary Supplement’s Statemeﬁt

Dear Dr Moore,

As the authorized U.S. Agent and distributor for Principle, Purapharm International (H.K.) "
Limited, with registered Company address at One Tronex Centre, 3 Luger Road, Denville, NJ

07834, notice is hereby given pursuant to the requirements of Section 403(r)(6) of the Federal

Food, Drug and Cosmeti¢ Act (21 U.S.C. 343(r)(6)) of the intent of us to marketinthe U.S. a

dietary supplement, brand-named as ONCOZAC, which contains 340mg grams of Standardized

Yunzhi (Coriolus Versicolor) Extract, eqmvalent to 3.4 grams. .of dried natural and wild Yunzhi

(Coriolus Versicolor). Accordingly, an origmal and two copies of this notification, the text of

Bottle Label is submxtted for your reference.

1 hereby also certify that, to the best of my knowledge, all the information submitted here is true
and accurate.

Please direct all correspondence to me and feel free to call me at (973)-627-3800 if you have any
question regarding this matter.

Sincerely yours,

2 b

Donald Chu
President & CEO

Y

cc: PuraPharm International (H.K.) Ltd.
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Tronex Company
One Tronex Centre 3 Luger Road Denville, NJ 07834 U.S.A. Tel: 973 627 3800 Fax: 973 625 7630
information@tronexcompany.com . www.tronexcompany.corm



Oncozac 300’s label (English)
Oncozac™ is a new generation Yunzhi (Coriolus Versicolor)-derived oral
supplement with enhanced efficacy and consistency developed for those
who want to support and enhance the body's immune system. Made from
100% wild, natural Yunzhi, Oncozac™ is produced with sophisticated
and proprietary production processes under strict GMP standards. It
consists of highly concentrated Yunzhi's absorbable peptidoglucan (APG)
that can effectively improve the body’s natural immune function by
supporting the important white blood cells, bone marrow cells, and
macrophages.* Every batch of Oncozac™ is tested with established
hygienic, chemical and immunological assays to warrant its safety,
consistency and efficacy.

Ingredients: 100% Yunzhi extract (containing standardized absorbable
peptidoglucan).

Dosge: 5 capsules, two times daily or as directed by physician.
Packing: 300 capsules / bottle, net weight 102g.
Storage: Keep in a cool dry place. Avoid direct sunlight.

Supplement Fact

Serving size: 10 capsules

Each Capsule Contains % Daily Value
Yunzhi (Coriolus Versicolor) extract 340mg**

** Daily value not established

Other ingredients: Gelatin

* These statements have not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat, cure or
prevent any disease. :

A product of PuraPharm International (H.K.) Ltd.
Distributed by: Tronex Pharmaceutical Industries Denville NJ 07834
USA



